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510(k) SummarySE3021
This summary of 510(k) safety and effectiveness information is being
submitted in accordance with the requirement of SMVDA and 21 CFR
807.92.

1.0 submitter's information

Name: Andon Medical Co., Ltd.
Address: No.26 HangYu Road, ianjin Airport Economic Area,

TIANJIN
Phone number: 86-22-8761 2426
Fax number: 86-22-6052 6162
Contact: 'vi Liu
Date of Application: 9/10/20 11

2.0 Device information

Trade name: Andlon Health Care Management System Software
Common name: Data management software
Classification name: Data management software

3.0 Classification

Production code: NBW- Blood Glucose Monitoring System.
Regulation number: 862.1345
Classification: 11
Panel: Clinical Chemistry

4.0 Predict device information

Manufacturer: Andon Medical Co., Ltd.
Device; Andon Health Care Management System Software
510(k) number: 1<102678

5.0 Device description

Andon Health Care Management System Software is an optional software
accessory for use with AG-608 Single Blood Glucose Monitoring System
and AG-608 Multi Blood Glucose Monitoring System, AG-6081 Single
Blood Glucose Monitoring System and AG-6081 Multi Blood Glucose
Monitoring System, AG-695l Single Blood Glucose Monitoring System and
AG-6951 Multi Blood Glucose Monitoring System. When used with the
above Blood Glucose Monitoring Systems, Andon Health Care
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Management System Software transfers data from the device's memory
into a computer for enhanced data management.

6.0 Intended use

Andlon Health Care Management System Software is an optional software
accessory for use with the Andon blood glucose meters with data
management capacities, When used with one of these meters, Andon
Health Care Management System Software transfers data from the
device's memory into a computer for enhanced data management. Andon
Health Care Management System Software is intended for use in home
and clinical settings via the internet to assist people with diabetes and their
healthcare professionals in uploading, storing, analyzing, and
communicating historical blood glucose test results and other biological
statistics to support diabetes management:- Andon Heath Care System
Software is not intended to provide treatment decisions or to be used as a
substitute for professional healthcare judgment. All patient medical
diagnoses and treatment are to be performed under the supervision and
oversight of an appropriate healthcare professional.

7.0 Summary comparing technological characteristics with predicate
device

itemn Andon Health Care Andon Health Care
Management System Management System

__________________Software Software(KI 02678)

Indications for use The ANDON Health Care The ANDON Health Care
Management System Management System
Software is intended for use Software is intended for use
in in
home and clinical settings as home and clinical settings as
an aid for people with users an aid for people with users
and their health and their health
care professionals to review, care professionals to review,
analyze and evaluate the analyze and evaluate the
historical test results historical test results
to support health to support health
management effectively management effectively.

Installation method Exe file Exe file
Package Contents N/A N/A
Capable of deleting results Delete all results in meter Delete all results in meter
Language capabilities English, Spanish English, Spanish
Customnizable schedule N/A N/A
Types of graphs etc. Coordinates rp Cordinates graph
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Auto-detect COM port Yes Yes

System components PC, USB cable, meter PC, USIB cable, meter

Software platform Microsoft Microsoft
Hardware requirements CPU: optimal at 1,2 GHz+ CPU: optimal at 1,2 GHz+

Main memory: optimal at Main memory: optimal at
256 MB+ RAM 256 MB+ RAM
Disk space: optimal 200 Disk space: optimal 200
MB+ free space - at least 100 MB+ free space - at least 100
MB MB
Graphic resolution starting Graphic resolution starting

from 1024 x 768, CD-ROM from 1024 x 768, CD-ROM
drive, USB interface drive, USB interface

Technology Visual Basic Visual Basic

Performance specifications, Read memories in meter. Delete all memories in meter
including any testing Delete all memories in meter Set time to meter

Set time to meter Draw table and graph
Draw table and graph Print
Print Set the personal information
Set the personal information

Meter Compatibility AG-608 Single Blood AG-608 Single Blood
Glucose Monitoring System Glucose Monitoring System
and AG-608 Multi Blood and AG-608 Multi Blood
Glucose Monitoring System, Glucose Monitoring System
AG-6081 Single Blood
Glucose Monitoring System
and AG-6081 Multi Blood

Glucose Monitoring System,
AG-695lSingle Blood

Glucose Monitoring System
and AG-6951 Multi Blood
Glucose Monitoring System _____________
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8.0 Performance summary

Testing of Andlon Health Care Management System Software included system
test and unit test.

9.0 Comparison to the predict device and the conclusion

Andon Health Care Management System Software is very similar with the
predicted device
Andon Health Care Management System Software(K102678), However, they
are intended to use together with 4 additional BGMS: AG-6081 Single Blood
Glucose Monitoring System and AG-6081 Multi Blood Glucose Monitoring
System, AG-695l Single Blood Glucose Monitoring System and AG-6951 Multi.
Blood Glucose Monitoring System.

However, the test in this submission provides demonstration that these small
differences do not raise any new questions of safety and effectiveness.
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DPA I cr mEr'\T or 17- E A fLTI S& 1- UIJMAN S E RVICES Food and Drucj Administration

10903 NewvHampshire Aven)Le

Ando Mcdcal o.. td.Silver Spring, MD 20993

C/O Yi Liti
PreCSidentSQP3
No.26 1-langIYU Rd-, lianjin Airport Leconoriei Area
'Iiarijin, 300381
C 1- - CHINA

Re: kI1 12738
'Irude/Device Name: Andonl Health Gate N'~alaiem t Systemi Software
Regoulation Number: 21 CUR 862.1345
Regulationl Name: GIlucose test systeml.
RCIegulator-v Class:II
Prod act Code: N B\\'. IC)

Dated: Septemiber 20; 201 1
Received: September 20. 2011

Dear: Mrh. Lill:

We have ceViCVI ewed1.1ti Section 5 0(k) prernarlcet rnatificati on of invent to market the
device ic fere need above and have determinelld the device is subs [antialiv equivatlent (for
the indications for Use stated inl the n1CIOStrIe) to legally marketed predicate devices
marketed inl interstate commerce prior to !May 28, 1976. the enactment date of the
N' cci cal Device A mendmvents, or to devices that have been rec lass illed inl accordance
with the provxis ions of the lFedeial Food, Drug, and Cosmetic Act (Actr) that do niot reqt e
aplpoval of>a prerwirkl~ approval application (PMA). YOU mlay. therefore, market the
deCvice, subjec to the general contra Is provisions of the Act. The g-enera I contraoIs
lpra\isiorns of the Act ilrrI~de reqluirementIs for anatral registration, listing of devices, good
m ai u faCtl tuing pr ctee. labeling, and prohibitionls against misbranding and adulterationl.

IF votrrl device is class ified (see abaove) into eituler class If (S peeial Co ntrols) or cilass Il[l
(P N/iA), it may be su-bjec to strebI additional eontrolis. H"i sti rig major' regulations
affecting your. device canl be founIld inl Title *21, Code of Federal Regulations (CUR). Parts
800 to 895. Inl addition. FDA max' I)bi Ish fur11ther' anounlicementIs con)cernting~ your device
in thie Federal Register.

Please be advised that FDA's isstranCe of a Srrbstantial equivaIlnce deterrvliriatiOnl does
not mean that F7DA has made a determination that \'0trr device complies wvith other
requirementMs o1the Act or anyV FederIal sLttts atnd regtrlations adruinistered by other
Federal ag-enlcies. Yet] rmust comply with all the ACcs requLireenits, inlu~ding' brrt 11ot
limited to: rel-istiration and Blin (21 CUR Plart 807); labeling (2 1 CUR Parts 801 and
809); med ica Idetv ice reparti ng (reporing ofimedical clevicc-relauecl ad verse events) (21I
CUFR 803); and goo0d nantrfcrirIgIL prae*tiC~e req I~irements as Set fL tlI inl thle Cl ta i t
sy1stems (QS) regu'Llationl (2 1 CUR Part 820).
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If you desire specific advice for your device on our labeling regulation (21 CER Part 80] ), please contact thle
Office of In Vitro Diagnostic Device Evaluat1ion and Safety at (30]) 796-5450. Also, please note thle
regulation entitled, "Mvisbranding by reference to premarket notification" (21 CFR Part 807.97). For
questions regarding posimarket surveillance, please contact CDRI-1s Office of Surveillance and Biometric's
(OSE's) Division of Postmarket Surveillance at (301) 796-5760. For questions regarding the reporting of
adverse events under the MDR regulation (2! CER Part 803), please go to
lhttp://%www,".fda.j~ov,/MedicalDev~ices/Safety/RenortaProblein/defaiult him for thle CDR}-'s Office of
Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information onl your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or ( 301 ) 796-
5680 or at its Internet address littp://wwwfda.gov[edialDevices/ResorcesforYou/ndustry/defauilthltni.

Sincerely yours,

Courtney H. Lias, Ph.D.
Director
Division of Chemistry and Toxicology
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure
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Indication for Use

510(k) Number (if known): K I m
Device Name: Andon Health Care Management System Software

Indication For Use:

Andon Health Care Management System Software is an optional software
accessory for use with the Andon blood glucose meters with data management
capacities, When used with one of these meters, Andon Health Care
Management System Software transfers data from. the device's memory into a
computer for enhanced data management.
Andon Health Care Management System Software is intended for use in home
and clinical settings via the internet to assist people with diabetes and their
healthcare professionals in uploading, storing, analyzing, and communicating
historical blood glucose test results and other biological statistics to support
diabetes management. Andon Heath Care System Software is not intended to
provide treatment decisions or to be used as a substitute for professional
healthcare judgment. All patient medical diagnoses and treatment are to be
performed under the supervision and oversight of an appropriate healthcare
professional.

Prescription Use Yes And/Or Over the Counter Use Yes
(21 CFR Part 801 Subpart D) (21 CFR Part 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE; CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Device Evaluation and Safety

(OIVD)

Division Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety
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